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[Enforcement Date 22. Jun, 2023.] [Act No.18626, 21. Dec, 2021., Partial Amendment]
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Article 1 (Purpose) The purpose of this Act is to provide for matters necessary for blood

management work for the protection of blood donors and recipients as well as appropriate

blood management, thereby contributing to the improvement of national health.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 2 (Definitions) The terms used in this Act are defined as follows: <Amended on Mar.

23, 2021>

1. The term "blood" means blood cells and plasma collected from the human body;

2.  The term "blood management work" means work including the collection,  testing,

manufacturing, preservation, supply, and quality control of blood necessary for blood

transfusions or for manufacturing blood products;

3. The term "blood center" means a person who obtains permission pursuant to Article 6

(3) in order to perform blood management work;

4. The term "blood donor" means a person who provides a blood center with his or her

blood free of charge;

5. The term "blood unfit for use" means blood or blood products prescribed by Ordinance

of the Ministry of Health and Welfare in which abnormalities are found at the time of or

after collecting blood;

6. The term "person ineligible to donate blood" means a person who falls short of health

standards, such as a patient with an infectious disease or a patient who take medication,

who is prescribed by Ordinance of the Ministry of Health and Welfare as unfit to donate

blood;

7. The term "specific side effect from blood transfusion" means any side effect caused by

transfused blood products, which is prescribed by Ordinance of the Ministry of Health

and Welfare;

8. The term "blood product" means any of the following drugs defined in Article 2 of the

Pharmaceutical Affairs Act which is made of blood as its raw material:

(a) Whole blood;
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(b) Concentrated red blood cells;

(c) Fresh frozen plasma;

(d) Concentrated platelets;

(e) Other blood-related drugs prescribed by Ordinance of the Ministry of Health and

Welfare;

9. The term "deposit for return of blood donation" means a deposit money made by a

blood center to the Minister of Health and Welfare for the purpose of compensation for

expenses incurred in blood transfusion or funding for blood donation projects pursuant

to Article 14 (5);

10. The term "blood collection" means the collection of blood from a blood donor to

manufacture blood products used for blood transfusions, etc.;

11. The term "side effect from blood collection" means any unexpected side effect, such as

vasovagal response or subcutaneous hemorrhage, which may occur to a blood donor

after collecting blood.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 2 (Definitions) The terms used in this Act are defined as follows: <Amended on Mar.

23, 2021; Dec. 21, 2021>

1. The term "blood" means blood cells and plasma collected from the human body;

2.  The term "blood management work" means work including the collection,  testing,

manufacturing, preservation, supply, and quality control of blood necessary for blood

transfusions or for manufacturing blood products;

3. The term "blood center" means a person who obtains permission pursuant to Article 6

(3) in order to perform blood management work;

4. The term "blood donor" means a person who provides a blood center with his or her

blood free of charge;

5. The term "blood unfit for use" means blood or blood products prescribed by Ordinance

of the Ministry of Health and Welfare in which abnormalities are found at the time of or

after collecting blood;

6. The term "person ineligible to donate blood" means a person who falls short of health

standards, such as a patient with an infectious disease or a patient who take medication,

who is prescribed by Ordinance of the Ministry of Health and Welfare as unfit to donate

blood;
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7. The term "specific side effect from blood transfusion" means any side effect caused by

transfused blood products, which is prescribed by Ordinance of the Ministry of Health

and Welfare;

8. The term "blood product" means any of the following drugs defined in Article 2 of the

Pharmaceutical Affairs Act which is made of blood as its raw material:

(a) Whole blood;

(b) Concentrated red blood cells;

(c) Fresh frozen plasma;

(d) Concentrated platelets;

(e) Other blood-related medications prescribed by Ordinance of the Ministry of Health

and Welfare;

8-2.  The  term  "source  plasma"  means  plasma  that  a  blood  center  supplies  to  the

manufacturers of plasma-derived products for the purpose of manufacturing plasma-

derived products (drugs obtained through a series of manufacturing processes using

plasma as raw material), among blood products;

9. The term "deposit for return of blood donation" means a deposit money made by a

blood center to the Minister of Health and Welfare for the purpose of compensation for

expenses incurred in blood transfusion or funding for blood donation projects pursuant

to Article 14 (5);

10. The term "blood collection" means the collection of blood from a blood donor to

manufacture blood products used for blood transfusions, etc.;

11. The term "side effect from blood collection" means any unexpected side effect, such as

vasovagal response or subcutaneous hemorrhage, which may occur to a blood donor

after collecting blood.

[This Article Wholly Amended on Oct. 22, 2012]

[Enforcement Date: Jun. 22, 2023] Article 2
 

Article 3 (Prohibition against Blood Transactions) (1) No person shall provide or promise to

provide his or her blood (including a blood donor card referred to in Article 14) upon

obtaining or promising to obtain any monetary or property interests, or other

compensatory benefits.

(2) No person shall be provided with or promise to be provided with blood (including a

blood donor card referred to in Article 14) of any third person upon giving or promising to
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give any monetary or property interests, or other compensatory benefits.

(3) No person shall instigate, assist or mediate any act violating paragraph (1) or (2).

(4) When a person becomes aware that any act violating paragraph (1) or (2) has been

done, he or she shall not collect or transfuse blood related to such act.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 4 (Responsibilities of the State and Local Government) The State and each local

government shall formulate and implement necessary support policies, such as education

and public relations activities for the people, so as to create a culture of proactive blood

donation and encourage healthy people to donate their blood.

[This Article Newly Inserted on Dec. 29, 2020]

[Previous Article 4 moved to Article 4-3 <Dec. 29, 2020>]
 

Article 4-2 (Composition and Operation of National Blood Donation Promotion Council) (1) A

National Blood Donation Promotion Council shall be established under the jurisdiction of

the Minister of Health and Welfare (hereinafter referred to as the "National Blood Donation

Council") to perform duties prescribed under Article 4.

(2) The National Blood Donation Council shall deliberate on the following matters:

1. Setting directions for policies to create a culture of blood donation and to encourage

blood donation, and cooperation and coordination;

2. Matters concerning the improvement of systems to create a culture of blood donation

and to encourage blood donation and the budgetary support therefor;

3. Other matters the Minister of Health and Welfare deems necessary for creating a culture

of blood donation and encouraging blood donation.

(3) Matters necessary for the composition, operation, etc. of the National Blood Donation

Council shall be prescribed by Presidential Decree.

[This Article Newly Inserted on Dec. 29, 2020]

[Previous Article 4-2 moved to Article 4-4 <Dec. 29, 2020>]
 

Article 4-3 (Encouragement of Blood Donation) (1) June 14 of each year shall be designated

as the Blood Donor’s Day, and the Minister of Health and Welfare may encourage healthy

citizens to donate their blood by holding commemorative events, etc. in line with the spirit

of the Blood Donor’s Day. <Amended on Dec. 21, 2021>
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(2) The Minister of Health and Welfare may fully or partially subsidize blood centers for

expenses incurred in conducting blood management work.

(3) Matters necessary for encouraging blood donations shall be prescribed by Presidential

Decree.

[This Article Wholly Amended on Oct. 22, 2012]

[Moved from Article 4; Previous Article 4-3 moved to Article 4-5 <Dec. 29, 2020>]
 

Article 4-4 (Protection and Duties of Blood Donors) (1) A blood donor shall be held in

esteem as a person practicing a noble humanitarian spirit at the site of blood donation.

(2) A blood donor shall honestly and conscientiously provide information on his or her

medical history and physical conditions in order to ensure the collection and supply of safe

blood.

(3)  A  blood  center  shall  collect  blood  from  blood  donors  in  a  pleasant  and  safe

environment.

(4) A blood center shall explain to a blood donor about matters that require attention

concerning blood donation so that he or she may donate blood of his or her own volition,

and shall obtain his or her consent to blood donation.

(5) Questions and answers about health by interview to determine whether a person is

eligible to donate blood shall be recorded in an environment in which his or her privacy

can be protected.

(6) A blood center shall carefully observe whether a side effect from blood collection

occurs, and take necessary measures to prevent any side effect from blood collection.

(7) Where any side effect from blood collection occurs to a blood donor, a blood center

shall, without delay, take appropriate measures for such blood donor.

(8) Except as provided in paragraphs (1) through (7), matters necessary for protecting

blood donors shall be prescribed by Presidential Decree.

[This Article Wholly Amended on Oct. 22, 2012]

[Moved from Article 4-2; Previous Article 4-4 moved to Article 4-6 <Dec. 29, 2020>]
 

Article 4-5 (Formulation of Master Plans for Blood Management) (1) The Minister of Health

and Welfare shall formulate a master plan for blood management (hereinafter referred to

as “master plan”) every five years after deliberation by a Blood Management Committee

under Article 5, to efficiently promote the policies for stable supply and demand, and

management of blood.
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(2) The master plan shall include the following matters:

1.  Facilitation  of  blood  donation  and  direction-setting  for  development  of  blood

management;

2. Matters concerning cooperation with other Ministries, institutions, and organizations in

managing blood;

3. Measures to improve the safety of blood donation and blood transfusion;

4. Measures to improve the safety of blood products and ensure the stable supply and

demand and the proper use thereof;

5. Other matters deemed necessary for blood management by the Minister of Health and

Welfare.

(3) In formulating a master plan, the Minister of Health and Welfare shall consult with the

heads of relevant central administrative agencies in advance.

(4) If necessary for formulating and implementing a master plan, the Minister of Health

and Welfare may request the head of a relevant central administrative agency, the head of

a local government, a relevant institution or organization, etc. to provide necessary data

and information. In such cases, a person who is requested to provide data and information

shall comply with such request, unless there is good cause.

[This Article Newly Inserted on Dec. 11, 2018]

[Moved from Article 4-3 <Dec. 29, 2020>]
 

Article 4-6 (Organization of Council for Facilitating Blood Donation) (1) The Special

Metropolitan City Mayor, a Metropolitan City Mayor, a Special Self-Governing City Mayor, a

Do Governor, a Special Self-Governing Province Governor (hereinafter referred to as

"Mayor/Do Governor"), or the head of a Si/Gun/Gu may organize a council for facilitating

blood donation in which the residents, organizations, or public institutions of a relevant

local community participate to promote the facilitation of blood donation and to create a

culture of active blood donation.

(2) Matters necessary for the composition, operation, etc. of a council for facilitating blood

donation under paragraph (1) shall be prescribed by ordinance of the relevant Special

Metropolitan  City,  Metropolitan  City,  Special  Self-Governing  City,  Do,  Special  Self-

Governing  Province,  or  Si/Gun/Gu.

[This Article Newly Inserted on Dec. 11, 2018]
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[Moved from Article 4-4 <Dec. 29, 2020>]
 

Article 4-7 (Management of Supply and Demand of Source Plasma) (1) The Minister of Health

and Welfare may take measures necessary to promote the stable supply and demand of

source plasma, such as the management of supply price and distribution of source plasma.

(2)  Matters  necessary  for  the  stable  supply  and  demand of  source  plasma shall  be

prescribed  by  Presidential  Decree.

[This Article Newly Inserted on Dec. 21, 2021]

[Enforcement Date: Jun. 22, 2023] Article 4-7
 

Article 4-8 (Honorable Treatment and Support for Blood Donors) (1) The State and local

governments may conduct programs for enhancing honorable treatment for blood donors

to create a culture of blood donation.

(2) The Minister of Health and Welfare may recommend a medal or insignia for a person

who has makes a special contribution to blood donation, or may award a commendation

to such person.

(3) Matters necessary for honorable treatment of blood donors shall be prescribed by

Presidential Decree.

[This Article Newly Inserted on Dec. 21, 2021]

[Enforcement Date: Jun. 22, 2023] Article 4-8
 

Article 5 (Establishment and Operation of Blood Management Committee) (1) A Blood

Management Committee (hereinafter referred to as the "Committee") shall be established

under the jurisdiction of the Minister of Health and Welfare to deliberate on the following

regarding blood management: <Amended on Dec. 11, 2018>

1. A plan to improve the blood management system and promote blood donations;

2. A plan to utilize a reserve for return of blood donation under Article 15 (2);

3. Adjustment of the prices of blood;

4.  Matters  concerning the supply of  and demand for blood products and the safety

thereof;

5. Mattes concerning the opening of blood centers and the review and assessment of

blood management work;

6. Matters concerning specific side effects from blood transfusions;
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7. Matters concerning the formulation of a master plan;

8. Other matters concerning blood management referred by the Minister of Health and

Welfare to the Committee.

(2)  The Committee shall  be comprised of  no more than 15 members,  including one

chairperson and one vice chairperson, and the term of office of members shall be two

years: Provided, That the term of office of a public official member shall be the period

during which he or she holds office.

(3) The chairperson of the Committee shall be appointed by the Minister of Health and

Welfare from among those who have knowledge of and administrative experience in blood

management, and have firm cognizance of bioethics.

(4) Except as provided in paragraphs (1) through (3), matters necessary for the composition

and operation of the Committee shall be prescribed by Presidential Decree.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 6 (Blood Management Work) (1) Only the following persons may engage in blood

management work: Provided, That a person who falls under subparagraph 3 shall not

conduct the collection of blood among blood management work:

1. A medical institution established under the Medical Service Act (hereinafter referred to

as "medical institution");

2. The Korean National Red Cross established under the Organization of the Republic of

Korea National Red Cross Act (hereinafter referred to as the "Korean Red Cross");

3. A manufacturer of blood products prescribed by Ordinance of the Ministry of Health

and Welfare.

(2) A person who engages in blood management work pursuant to paragraph (1) 1 or 2

shall have the facilities and equipment satisfying the standards prescribed by Ordinance of

the Ministry of Health and Welfare.

(3) A person who falls under paragraph (1) 1 or 2 and intends to open a blood center shall

obtain permission from the Minister of Health and Welfare, as prescribed by Ordinance of

the Ministry of Health and Welfare. The same shall also apply where he or she intends to

revise any important matters prescribed by Ordinance of the Ministry of  Health and

Welfare among matters permitted.

(4) A person who intends to engage in blood management work shall obtain permission to

conduct business of manufacturing drugs pursuant to Article 31 of the Pharmaceutical
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Affairs  Act,  and shall  either  obtain permission for  individual  items or file  reports  on

individual  items.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 6-2 (Prohibition from Blood Management Work) (1) A person who fails to obtain

permission from the Minister of Health and Welfare pursuant to Article 6 (3) shall be

prohibited from performing blood management work: Provided, That this shall not apply to

a person who falls under Article 6 (1) 3.

(2) No entity that fails to obtain permission as a blood center pursuant to this Act shall use

the name of a blood center or other name similar thereto.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 6-3 (Manufacturing Managers of Blood Products) (1) A blood center shall have at least

one medical doctor to manage the manufacture of blood products, such as testing of

blood, manufacture and preservation of blood products.

(2) A person who manages the manufacture of blood products (hereinafter referred to as

"manufacturing manager") pursuant to paragraph (1) shall observe matters concerning the

direction and supervision of persons engaged in the manufacture of blood products, and

matters concerning the quality control of blood products, management of manufacturing

facilities and other matters prescribed by Ordinance of the Ministry of Health and Welfare

concerning the manufacturing management of blood products.

(3) The head of a blood center, etc. shall not interfere with the management work of a

manufacturing manager, and if a manufacturing manager requests matters necessary for

performing his or her duties, the head of the blood center shall not refuse such request

without good cause.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 6-4 (Reporting on Suspension of Business of Blood Centers) (1) When a person who

has opened a blood center intends to permanently or temporarily close the center or

resume its services, he or she shall report thereon to the Minister of Health and Welfare as

prescribed by Ordinance of the Ministry of Health and Welfare. In such cases, the Minister

of Health and Welfare shall review the details of such report and accept the report if it

conforms to this Act. <Amended on Dec. 3, 2019>
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(2)  When  a  person  who  has  opened  a  blood  center  intends  to  report  on  the

discontinuation or suspension of his or her business pursuant to paragraph (1), he or she

shall transfer blood management work records, etc. prepared and kept pursuant to Article

12 or 12-2 to the President of the Korean Red Cross: Provided, That where a person who

has opened a blood center submits a plan to keep blood management work records, etc.

and  obtains  permission  from the  Minister  of  Health  and  Welfare,  as  prescribed  by

Ordinance of the Ministry of Health and Welfare,  he or she may directly retain such

records.  <Amended on Dec.  2,  2016>

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 7 (Identity Verification and Health Examinations of Blood Donors) (1) A blood center

shall verify the identity and conduct a health examination of a blood donor prior to

collecting blood, as prescribed by Ordinance of the Ministry of Health and Welfare.

(2) No blood center shall collect blood from any patient with an infectious disease or any

other person who falls short of health standards prescribed by Ordinance of the Ministry of

Health and Welfare.

(3) No blood center shall collect blood from any person whose identity is unverified or

who fails to comply with a request necessary for identity verification.

(4) When the Minister of Health and Welfare deems it necessary to guarantee the safety of

blood products, he or she may request the head of the relevant central administrative

agency or the head of the relevant public institution to provide blood centers, etc. with the

relevant information on patients with an infectious disease, patients who take medicine,

etc. In such cases, the head of the relevant central administrative agency or the head of

the relevant public institution shall comply with such request unless there is good cause.

(5) Before collecting blood from a blood donor, a blood center shall make inquiries as to

whether he or she is ineligible to donate blood, his or her blood donation history and the

results of his or her blood tests, as prescribed by Ordinance of the Ministry of Health and

Welfare:  Provided,  That this  shall  not apply to cases prescribed by Ordinance of the

Ministry of Health and Welfare, such as a natural disaster or emergency blood transfusion.

(6) Specific matters regarding the limits of providing information, inquiries, etc. under

paragraphs (4) and (5) shall be prescribed by Ordinance of the Ministry of Health and

Welfare.
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[This Article Wholly Amended on Oct. 22, 2012]
 

Article 7-2 (Management of Persons Ineligible to Donate Blood) (1) The Minister of Health

and Welfare may create and manage a list of persons ineligible to donate blood, as

prescribed by Ordinance of the Ministry of Health and Welfare.

(2) No blood center shall collect blood from any person ineligible to donate blood.

(3)  Notwithstanding paragraph (2),  a  blood center  may collect  blood from a person

ineligible to donate blood who has passed a safety test prescribed by Ordinance of the

Ministry of Health and Welfare. In such cases, the blood center shall report the results

thereof to the Minister of Health and Welfare, as prescribed by Ordinance of the Ministry

of Health and Welfare.

(4) The Minister of Health and Welfare may individually notify a person on the list of

persons ineligible to donate blood of details, etc. on the list, as prescribed by Presidential

Decree.

(5) No one who is or was engaged in affairs creating and managing a list of persons

ineligible to donate blood under paragraph (1) shall divulge any confidential information

he or she has learned in the course of conducting such affairs, without good cause.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 8 (Securing Safety of Blood) (1) A blood center shall test whether blood and blood

products are fit for use and confirm the results thereof in the following manners:

<Amended on Feb. 3, 2016>

1. Blood collection from a blood donor;

2. Testing whether prohibited medication for blood donation prescribed by Ordinance of

the Ministry of Health and Welfare was taken.

(2) When a person who engages in blood management work, such as a blood center,

(hereinafter referred to as "blood center, etc.") finds blood unfit for use as a result of tests

conducted under paragraph (1),  he or she shall  discard such blood, as prescribed by

Ordinance of the Ministry of Health and Welfare, and report the results thereof to the

Minister of Health and Welfare: Provided, That this shall not apply to cases prescribed by

Presidential Decree, such as the use of blood unfit for use as a raw material of vaccines.

(3)  Criteria  for  determining whether blood and blood products are fit  for  use under

paragraph (1) shall be prescribed by Ordinance of the Ministry of Health and Welfare.
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(4) Where a blood center finds blood unfit for use as a result of tests conducted under

paragraph (1) 2, but such blood was already delivered to a medical institution, it shall

notify, without delay, the relevant medical institution of the matters regarding the blood

unfit for use and take measures to discard such blood unit unfit for use. <Newly Inserted

on Feb. 3, 2016>

(5) When an accident is likely to occur or occurs due to a transfusion, etc. of blood unfit

for use, a blood center shall notify a person who received a blood transfusion thereof.

<Newly Inserted on Feb. 3, 2016>

(6) A blood center shall report information on blood donors and their blood tests to the

Minister of Health and Welfare, as prescribed by Ordinance of the Ministry of Health and

Welfare. <Amended on Feb. 3, 2016>

(7) The Minister of Health and Welfare shall appropriately keep and manage information

on blood donors and their blood tests reported pursuant to paragraph (6). <Amended on

Feb. 3, 2016>

(8) Matters necessary for conducting tests for determining whether blood and blood

products are fit for use pursuant to paragraph (1) and taking measures at the time of

occurrence of blood unfit for use pursuant to paragraphs (4) and (5), shall be prescribed by

Ordinance of the Ministry of Health and Welfare. <Newly Inserted on Feb. 3, 2016>

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 8-2 (Measures at Time of Occurrence of Blood Accidents) (1) When an accident is

likely to occur or occurs due to a transfusion, etc. of blood unfit for use, the Minister of

Health and Welfare may take necessary measures, such as disposal of related blood and

blood products, or order a blood center, etc. to take such measures, as prescribed by

Ordinance of the Ministry of Health and Welfare.

(2) If the Minister of Health and Welfare deems necessary when he or she takes measures

under paragraph (1) or issues an order to take such measures, he or she may request

cooperation from related administrative agencies, such as the Minister of Food and Drug

Safety. <Amended on Mar. 23, 2013>

(3) The Minister of  Health and Welfare may formulate and implement guidelines for

performing the duties of related agencies required for measures and cooperation provided

for in paragraphs (1) and (2), and the relevant agencies shall faithfully implement such

guidelines, unless there is good cause.
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[This Article Wholly Amended on Oct. 22, 2012]
 

Article 9 (Management of Blood) (1) A blood center, etc. shall conduct blood management

work in compliance with the standards prescribed by Ordinance of the Ministry of Health

and Welfare, such as the volume of blood drawn at the time of collection, and the optimal

temperature for blood management.

(2) A blood center may operate blood supply vehicles in order to ensure the safe and

prompt supply of the collected blood.

(3) Specific matters concerning the types, marks and internal equipment of blood supply

vehicles referred to in paragraph (2) and other matters shall be prescribed by Ordinance of

the Ministry of Health and Welfare.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 9-2 (Matters to Be Complied with by Medical Institutions) (1) The head of a medical

institution prescribed by Ordinance of the Ministry of Health and Welfare, taking into

account the number of beds and the volume of blood used, shall install and operate a

blood transfusion management committee and a blood transfusion management office,

and shall take necessary measures, such as placing human resources exclusively in charge

of blood-related affairs, for the safe and adequate use of blood.

(2) Matters necessary for the composition and operation of blood transfusion management

committees  under  paragraph  (1),  installation  and  operation  of  blood  transfusion

management offices, and qualifications for persons in exclusive charge of blood-related

work, the number of such persons, work details shall be prescribed by Ordinance of the

Ministry of Health and Welfare.

[This Article Newly Inserted on Dec. 3, 2019]
 

Article 10 (Measures against Specific Side Effects from Blood Transfusion) (1) Where any

specific side effect from blood transfusion occurs, the head of the relevant medical

institution shall file a report on such fact with the Minister of Health and Welfare, as

prescribed by Ordinance of the Ministry of Health and Welfare. <Amended on Feb. 18,

2020>

(2) Upon receipt of a report on the occurrence of any specific side effect from blood

transfusion filed under paragraph (1), the Mayor/Do Governor shall notify the Minister of

Health and Welfare thereof. <Newly Inserted on Feb. 18, 2020>
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(3) Upon being notified of a report on the occurrence of any specific side effect from

blood transfusion filed under paragraph (2),  the Minister of Health and Welfare shall

conduct a fact-finding survey to comprehend the cause thereof. In such cases, the head of

a medical institution, the head of a blood center, etc. involved in such specific side effect

from blood transfusion shall cooperate in the fact-finding survey. <Amended on Feb. 18,

2020>

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 10-2 (Indemnity for Specific Side Effects from Blood Transfusion and Side Effects from

Blood Collection) (1) A blood center may pay an indemnity for a specific side effect from

blood transfusion and a side effect from blood collection (hereinafter referred to as

"indemnity") to any of the following:

1. A person having a side effect from blood collection who contracts a disease or died of a

blood donation which is the direct cause of such disease or death;

2. A person having a specific side effect from blood transfusion who contracts a disease or

died of blood supplied by a blood center, which is the direct cause of such disease or

death.

(2) Indemnities referred to in paragraph (1) shall be determined by the deliberation of the

Committee, and where the indemnities are determined, the chairperson shall notify a blood

center of the deliberation result without delay. <Newly Inserted on Feb. 3, 2016>

(3) Notwithstanding paragraph (1), indemnities may not be paid in any of the following

cases: <Newly Inserted on Feb. 3, 2016>

1. Where a side effect from blood collection occurs due to the intent or gross negligence

of the blood donor himself or herself;

2. Where a person who was determined as having a side effect from blood collection or

his or her family member files a damage suit, etc. or expresses his or her intention to file

such suit.

(4) The scope of indemnities that may be paid pursuant to paragraph (1) shall  be as

follows: Provided, That where there is no negligence of a blood center in the process of

supplying blood, only consolation money referred to in subparagraph 6 may be paid:

<Newly Inserted on Feb. 3, 2016>

1. Medical expenses:
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2. Lump-sum compensation for a person who became disabled;

3. Lump-sum compensation for a person who died;

4. Funeral service expenses;

5. Future income losses;

6. Consolation money.

(5) Other matters necessary for the calculation, payment, etc. of indemnities, shall be

prescribed by Ordinance of the Ministry of Health and Welfare. <Amended on Feb. 3,

2016>

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 11 (Prices of Blood Products) The prices of blood products manufactured by a blood

center with blood collected from blood donors and supplied to a medical institution, and

the prices of blood products supplied to a blood recipient by the medical institution

supplied with blood products by the blood center shall be determined and announced by

the Minister of Health and Welfare.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 12 (Preparation of Records) (1) A blood center, etc. shall prepare and keep records on

blood management work, as prescribed by Ordinance of the Ministry of Health and

Welfare.

(2) Records (including electronic records on blood management referred to in Article 12-2

(1)) referred to in paragraph (1) shall be retained for a period prescribed by Ordinance of

the Ministry of Health and Welfare from the date of preparation.

(3)  No one  who is  engaged in  blood management  work  shall  divulge  or  announce

confidential information about any third person, such as medical examinations, blood

collection and tests, he or she has learned in the course of conducting such affairs, except

as otherwise expressly provided for in this Act or other statutes.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 12-2 (Electronic Records on Blood Management) (1) A blood center, etc. may prepare

and keep the registers of blood donors, etc. in the form of electronic documents, etc.

bearing electronic signatures as provided for in the Digital Signature Act (hereinafter

referred to as "electronic records on blood management").
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(2)  A  blood  center,  etc.  shall  have  facilities,  equipment,  etc.  necessary  for  the  safe

management  and  preservation  of  electronic  records  on  blood  management  work.

(3) No one shall detect, leak, alter or damage any personal information stored in the

electronic records on blood management work without good cause.

(4) A medical institution requested to provide a blood transfusion pursuant to Article 14 (3)

may inquire into the electronic records on blood management in order to verify the

validity of a blood donor card.  <Newly Inserted on Mar.  23,  2021>

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 13 (Inspections) (1) When the Minister of Health and Welfare deems it necessary for

the quality control of blood, he or she may require a blood center, etc. to file necessary

reports or require related public officials to enter its office, place of business or other

necessary places to inspect books, documents and others, as prescribed by Presidential

Decree.

(2) A public official who has access to or conducts an inspection pursuant to paragraph (1)

shall produce a certificate of character indicating his or her authority to persons involved.

(3) The Minister of Health and Welfare may review and assess blood management work of

a blood center, as prescribed by Presidential Decree, in order to ensure the safety and

enhance effectiveness of blood products.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 13-2 (Submission of Data on Supply and Demand of Blood by Blood Centers and

Medical Institutions) (1) A blood center shall submit data on blood management, such as

blood supply, inventory, and wastage, to the Minister of Health and Welfare.

(2) The head of a medical institution that is supplied with blood from a blood center

(excluding cases where a blood center opened by a medical institution supplies blood

products for self-consumption) shall submit data on blood consumption of the relevant

medical institution, such as the volume of blood used, inventory, and wastage, to the

Minister of Health and Welfare.

(3) Details of data to be submitted under paragraphs (1) and (2), and timing and methods

for submitting such information shall be prescribed by Ordinance of the Ministry of Health

and Welfare.
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[This Article Newly Inserted on Dec. 3, 2019]
 

Article 14 (Issuance of Blood Donor Cards and Compensation for Expenses Incurred in Blood

Transfusions) (1) When a blood center receives a blood transfusion from a blood donor, it

shall issue a blood donor card to the blood donor, as prescribed by Ordinance of the

Ministry of Health and Welfare. In such cases, if it is confirmed that a blood donor has lost

the blood donor card or the card has been damaged and become unusable, the donor

card can be re-issued, as prescribed by Ordinance of the Ministry of Health and Welfare.

<Amended on Mar. 23, 2021>

(2) A blood donor card under paragraph (1) may be provided by means of text message

on mobile phones, e-mail, etc. <Newly Inserted on Mar. 23, 2021>

(3) A blood donor under paragraph (1) or a person who received a blood donor card

transferred by the blood donor may receive a transfusion of blood products free of charge

upon submitting such blood donor card to a medical institution: Provided, That if he or

she uses a blood donor card that became invalid after re-issuance thereof, the expenses

incurred in blood transfusion shall be borne by the blood recipient. <Amended on Mar. 23,

2021>

(4) A medical institution upon receipt of a request to provide a blood transfusion under

paragraph (3) shall not refuse the request without good cause. <Amended on Mar. 23,

2021>

(5)  When  a  medical  institution  has  provided  a  blood  transfusion  to  a  person  who

submitted a blood donor card pursuant to paragraph (3),  the Minister of Health and

Welfare shall compensate the relevant medical institution for expenses incurred in such

blood transfusion from a reserve for return of blood donation under Article 15 (2), as

prescribed by Ordinance of the Ministry of Health and Welfare. <Amended on Mar. 23,

2021>

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 15 (Deposits for Return of Blood Donation and Reserves for Return of Blood

Donation) (1) When a blood center receives a blood transfusion from a blood donor, it

shall pay a deposit for return of blood donation to the Minister of Health and Welfare, as

prescribed by Ordinance of the Ministry of Health and Welfare: Provided, That if the

donated blood is found unfit for use as a result of tests conducted under Article 8 (1), the
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Minister may fully or partially refund the deposit for return of blood donation or exempt it.

(2) The Minister of Health and Welfare shall create and manage a reserve for return of

blood donation (hereinafter referred to as "reserve") with deposits for return of blood

donation referred to in paragraph (1).

(3)  The  Minister  of  Health  and Welfare  shall  use  the  reserve  only  for  the  following

purposes:  <Amended on Mar.  23,  2021>

1. Compensation for expenses incurred in blood transfusions under Article 14 (5);

2. Encouragement of blood donations;

3. Research related to blood management;

4. Other purposes prescribed by Presidential Decree.

(4) Matters necessary for the management and operation of a reserve and other matters

shall be prescribed by Presidential Decree.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 16 (Special Cases concerning Military Medical Institutions) Blood management work of

a blood center established in a military medical institution shall be prescribed by

Ordinance of the Ministry of National Defense after the Minister of National Defense

consults with the Minister of Health and Welfare, notwithstanding Articles 4-3, 6, 8, 8-2, 9,

10, 12, 12-2 and 13 through 15. <Amended on Dec. 29, 2020>

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 17 (Delegation and Entrustment of Authority) (1) The Minister of Health and Welfare

may partially delegate his or her authority bestowed under this Act, to a Mayor/Do

Governor, as prescribed by Presidential Decree. <Amended on Dec. 11, 2018>

(2) The Minister of Health and Welfare may entrust the following affairs under this Act to

the Director-General  of  the Korean Red Cross,  as  prescribed by Presidential  Decree:

<Amended on Feb.  3,  2016;  Dec.  2,  2016;  Mar.  23,  2021>

1. Affairs regarding the preparation, management, and notification of lists of persons

ineligible to donate blood prescribed in Article 7-2 (1) and (4);

2. Affairs regarding the management of blood information on blood donors prescribed in

Article 8 (6) and (7);

3. Affairs regarding compensation prescribed in Article 14 (5);
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4. Affairs regarding the receipt of deposits for return of blood donation prescribed in

Article 15 (1);

5. Affairs regarding the creation and management of a reserve prescribed in Article 15 (2).

(3) The Minister of Health and Welfare may subsidize affairs entrusted to the President of

the Korean Red Cross pursuant to paragraph (2) and the any of the following affairs

conducted by the President of the Korean Red Cross within budgetary limits each year:

<Amended on Dec. 2, 2016>

1. The preservation of records on blood management (including electronic records on

blood management) transferred by a person who has opened a blood center pursuant to

Article 6-4 (2);

2. Inquiries about the blood donation history of blood donors;

3. Affairs concerning the management of blood information on blood donors;

4. Affairs concerning the issuance of blood donor cards and compensation for expenses

incurred in blood transfusions under Article 14.

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 17-2 (Submission of Business Plans) (1) A person who has opened a blood center

pursuant to Article 6 (3) shall manage the accounts of the blood center separately from

other accounts.

(2) The fiscal year of a blood center shall coincide with that of the Government.

(3) A blood center shall annually prepare a business plan and budget proposal and submit

them to the Minister of Health and Welfare one month before the relevant fiscal year

begins.

(4) The Red Cross shall submit a statement of revenues and expenditures, along with an

audit report issued by a certified public accountant registered pursuant to Article 7 of the

Certified Public Accountant Act or an accounting corporation registered pursuant to Article

24 of that Act, to the National Assembly and the Minister of Health and Welfare within

three months after each fiscal year ends.

(5) Where the Korean Red Cross has submitted a business plan, budget proposal, and

statement on settlement of accounts pursuant to Article 21 (1) and (3) of the Organization

of the Korean Red Cross Act, it is deemed to have submitted them pursuant to paragraphs

(3) and (4): Provided, That the foregoing shall apply only where it has submitted such

business plan, budget proposal, and statement on settlement of accounts, by blood center.
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(6) Detailed matters of business plans, budget proposals, and statements of revenues and

expenditures; and methods for submitting them under paragraphs (3) and (4) shall be

prescribed by Ordinance of the Ministry of Health and Welfare.

[This Article Newly Inserted on Dec. 3, 2019]

[Previous Article 17-2 moved to Article 17-3 <Dec. 3, 2019>]
 

Article 17-3 (Revocation of Permission for Opening) (1) Where a blood center falls under any

of the following, the Minister of Health and Welfare may revoke permission for opening

the blood center or order it to suspend its business or to correct any violation within the

period of six months: <Amended on Aug. 13, 2013; Dec. 3, 2019>

1. Where it fails to commence its business without good cause though three months have

passed from the date it obtains permission for opening;

2. Where facilities of a blood center which has obtained permission for opening fail to

meet standards for facilities and equipment referred to in Article 6 (2);

3. Where it fails to employ a manufacturing manager;

4.  Where an inspection conducted under  Article  13 (1)  or  the review of  assessment

conducted under paragraph (3) of the same Article has found the blood management

work by a blood center to be inappropriate;

5. Where it fails to submit a business plan, budget proposal, statement of revenues and

expenditures, or audit report thereof, in violation of Article 17-2 (3) and (4);

6. Where it violates this Act or any order issued under this Act.

(2) Where a medical institution violates Article 9-2 (1), the Minister of Health and Welfare

may issue a corrective order. <Newly Inserted on Dec. 3, 2019>

(3) Detailed criteria for administrative disposition granted under paragraphs (1) and (2)

shall be prescribed by Ordinance of the Ministry of Health and Welfare. <Newly Inserted

on Aug. 13, 2013; Dec. 3, 2019>

[This Article Wholly Amended on Oct. 22, 2012]

[Moved from Article 17-2; Previous Article 17-3 moved to Article 17-4 <Dec. 3, 2019>]
 

Article 17-4 (Exclusion from Application)

Articles 6 (4), 6-3, 13-2 (1), and 17-2 shall not apply where a blood center opened by a

person specified under Article 6 (1)  1 supplies blood products for  self-consumption.

<Amended on Dec.  3,  2019> [This  Article Wholly  Amended on Oct.  22,  2012]
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[Moved from Article 17-3 <Dec. 3, 2019>]
 

Article 18 (Penalty Provisions) Any of the following persons shall be punished by

imprisonment with labor for not more than five years, or by a fine not exceeding 50 million

won: <Amended on Dec. 11, 2018>

1. A person who engages in blood transactions, etc., in violation of Article 3;

2. A person who engages in blood management work though he or she is not eligible to

conduct blood management work, in violation of Article 6 (1);

3. A person who opens a blood center without permission or revises an important matter

without permission to make a revision, in violation of Article 6 (3);

4.  A  person who performs blood management  work  without  permission to  conduct

business  of  manufacturing  drugs  or  conducts  blood  management  work  without

permission for individual items or without reporting individual items, in violation of

Article 6 (4);

5. A person who conducts blood management work without permission, in violation of

Article 6-2 (1).

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 19 (Penalty Provisions) Any of the following persons shall be punished by

imprisonment for not more than two years or by a fine not exceeding 20 million won:

<Amended on Dec. 3, 2016; Dec. 11, 2018>

1. A person who fails to have facilities and equipment meeting standards prescribed by

Ordinance of the Ministry of Health and Welfare, in violation of Article 6 (2);

2. A person who fails to verify the identity or conduct a physical examination of a blood

donor before collecting blood, in violation of Article 7 (1);

3. A person who collects blood from a patient with an infectious disease or any person

who falls short of health standards prescribed by Ordinance of the Ministry of Health and

Welfare, in violation of Article 7 (2);

4. A person who collects blood from any person whose identity is not verified or who fails

to comply with a request necessary for identity verification, in violation of Article 7 (3);

5. A person who fails to make inquiries before collecting blood as to whether a blood

donor is ineligible to donate blood, his or her blood donation history or the results of his

or her blood tests, in violation of Article 7 (5);
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6. A person who collects blood from any person ineligible to donate blood who has failed

to pass a safety test prescribed by Ordinance of the Ministry of Health and Welfare, in

violation of Article 7-2 (2), or who fails to report the results of blood collection to the

Minister of Health and Welfare after collecting blood from any person ineligible to

donate blood who has passed a safety test,  in violation of Article 7-2 (3);

7. A person who divulges confidential information he or she has learned in the course of

preparing and managing the lists of persons ineligible to donate blood without good

cause, in violation of Article 7-2 (5);

8. A person who fails to test whether blood and blood products are fit for use, or to

confirm the results of tests, as prescribed by Ordinance of the Ministry of Health and

Welfare, in violation of Article 8 (1);

9. A person who fails to discard blood unfit for use or to report the results of discarding to

the Minister of Health and Welfare, as prescribed by Ordinance of the Ministry of Health

and Welfare, in violation of Article 8 (2);

9-2. A person who fails to notify the information on blood unfit for use to the relevant

medical institution, or to discard blood unfit for use, in violation of Article 8 (4);

9-3. A person who fails to notify a person who received a blood transfusion of blood unfit

for use of such fact, in violation of Article 8 (5);

10.  A person who fails  to conduct  blood management  work according to standards

prescribed by Ordinance of the Ministry of Health and Welfare, such as the volume of

blood  drawn  at  the  time  of  collection  and  the  optimal  temperature  for  blood

management,  in  violation  of  Article  9  (1);

11. A person who divulges or announces confidential information about any third person

which he or she has learned in the course of performing physical examinations, blood

collection, and tests, in violation of Article 12 (3);

12. A person who detects, divulges, alters, or damages personal information stored in the

electronic records on blood management work without good cause, in violation of Article

12-2 (3).

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 20 (Penalty Provisions) Any of the following persons shall be punished by

imprisonment with labor for not more than one year or by a fine not exceeding 10 million

won: <Amended on Dec. 11, 2018; Mar. 23, 2021>
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1. A person who fails to issue a blood donor card to a blood donor or who refuses to

provide a blood transfusion service without good cause to a person who requests a

transfusion of blood products free of charge upon submitting a blood donor card to a

medical institution, in violation of Article 14 (1) or (4);

2. A person who fails to make a deposit for return of blood donation by deceit or other

illegal means, in violation of Article 15 (1).

[This Article Wholly Amended on Oct. 22, 2012]
 

Article 21 (Penalty Provisions) (1) A person who fails to comply with a corrective order issued

under Article 17-3 (2) shall be punished by a fine not exceeding five million won. <Newly

Inserted on Dec. 3, 2019>

(2) Any of the following persons shall be punished by a fine not exceeding one million

won: <Amended on Dec. 3, 2019>

1. A person who violates Article 6-3 (2);

2.  A person who supplies blood products in violation of the price of blood products

announced pursuant to Article 11.

[This Article Wholly Amended on Feb. 3, 2016]
 

Article 22 (Joint Penalty Provisions) If the representative of a corporation, or an agent,

employee, or any other servant of the corporation or an individual commits an offence

referred to in Articles 18 through 21 in connection with the affairs of the corporation or

the individual, not only shall such offender be punished, but also the corporation or the

individual shall be punished by a fine under the relevant Article: Provided, That this shall

not apply where such corporation or individual has not been negligent in giving

considerable attention and supervision concerning the relevant affairs to prevent such

offence.

[This Article Wholly Amended on Apr. 28, 2011]
 

Article 23 (Administrative Fines) (1) Any of the following persons shall be punished by an

administrative fine not exceeding two million won: <Amended on Feb. 3, 2016; Dec. 3,

2019; Feb. 18, 2020>

1. A person who uses the name of a blood center or any other name similar thereto, in

violation of Article 6-2 (2);
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2. A person who fails to file a report, in violation of Article 8 (6), or who files a false report;

3. A person who fails to file a report, in violation of Article 10 (1);

4. A person who fails to provide cooperation in a fact-finding survey, in violation of the

latter part of Article 10 (3);

5. A person who fails to file a report under Article 13 (1) or who files a false report, or

refuses, evades, or obstructs an inspection;

6. Any person who fails to submit data pursuant to Article 13-2 (1) or (2) or who submits

false data.

(2) Administrative fines under paragraph (1) shall be imposed and collected by the Minister

of Health and Welfare or a Mayor/Do Governor, as prescribed by Presidential Decree.

<Amended on Dec. 18, 2020>

[This Article Wholly Amended on Oct. 22, 2012]
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